
Siemens Medi cal Solutions, Inc. S2000 and S3000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

510(k) Summary
Prepared March 26, 2013

1. Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
685 East Middlefield Road
Mountain View, California 94043

Contact Person: Shelly Pearce
Telephone: (650) 694-5988
Fax: (650) 694-5580

2. Device Name: Acuson S2000 and S3000 Diagnostic Ultrasound Systems

Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: 11 OCT 1 .. 91Review Category: Tier 11I 01
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FIR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FIR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FIR # 892.1570 Product Code 90-ITX
Diagnostic Ultrasound Catheter FIR # 870.1200 Product Code OBJ

3. Legally Marketed Predicate Devices

The Acuson S2000 and S3000 Ultrasound Systems are substantially equivalent to the
company' sown S2000 and S3000 Ultrasound Systems and Supersonic Imagine Shearwave
Elastography (K1 11674, K(121138,112255, K121329)
4. Device Description:

The S2000 and S3000 Ultrasound Systems are multi-purpose mobile, software controlled
diagnostic ultrasound systems with an on-screen display for thermal and mechanical indices
related to potential bio-effect mechanisms. Its function is to acquire primary or secondary
harmonic ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (RN) Doppler Mode,
Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination
of modes, or Harmonic Imaging and 3D/4D Imaging on a Flat Panel Display. It is substantially
equivalent to the S2000 (1111674) and S3000 system (K121138) which are legally marketed
devices.

5. Intended Use

The S2000 and S3000 ultrasound imaging systems are intended for the following applications:
Fetal, Abdominal, lntraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.
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The system also provides the ability to measure anatomical structures {fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement: Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography: Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal
visualization of cardiac and great vessel anatomy and physiology, as well as visualization of
other devices in the heart of adult and pediatric patients.

6. Summary of Technological Characteristics - New Device Compared to Predicate

Submission Submission Acuson Acuson Superonic
Feature I Characteristic Device Device S3000 S2000 Imagine

82000 83000 K(121 138 1 1167 K1122551
74 K121 329

Indications for Use:
* Fetal -- 4.
* Abdominal ,

* Inlrooperalive abdominal and '

vascular
* nlraoperaive neurological
* Pediatric
*Small Organ 4
* Neonatal cephalic .4,_~
* Adult cephalic 4

*ardiac
*Trans-esophageal4

-Trarlsrectal 44
*Transuaginol 44
* Peripheral vessel .
*Laparoscopic
* Musculo-skeletal (conventional) 44
* Musculo-skeleta (superfica) q______ q

Center Frequencies Supported:

* 30MHz '
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Submission Submission Acuson Acuson Imagsie
FeaturesI Characteristic Device Device S3000 S2000 Imgn

32000 33000 K(121 138 K(111674 K(112255 I
K(121329

* 3.3 MHz '44
' 4.2 MHz 4
is 4A4 MHz '4T'4-
is 4.8 MHz'4 4
is 5 0 MHz '
* 5.2MFHz'4 4
a 6,0 MAHz

6,5 MHz

* &9 MHz

* 9,5 MHz '4

10.0 MHz
Modes:

B
* Parallel processing in B mode '

'4'
PWD (Pulsed Wave Doppler) ~~~'
CWD (Continuous Wave Doppler)

0 (Color Oopper) '
*Amplitude Doppler ' 47

Combined (SMOC) '
Features:

Quad processing in color4444

* Nativem tissue harmonic imaging ' 4'
* SieScapeM panoramic imaging'4444
* Color SieSczipeM panoramic4'444

imaging
I 3-Scaper real-time 3D imaging 4'
* fourSight"' 40 transducer4444

technology
* TEO TM ultrasound technology 444'

* Extend imaging technology 444'

* Cardiac Imaging 4,
physiological signal display

*syngo®0 Auto 0S measurements 44'
*Advanced SieCearT.A spatial 444'

compounding
* 871 (Fetal Heart Imaging) 444'

* Amnnioscopic, rendering 4 4' ______

* Cadence contrast agent imaging 4 4'
* Clarifyns vascular enhancement 4 4'

technology
* eSierM Touch elasticity imaging 4 ' 4'

* syngo 9 Auto Left heart '4 4
I syngo 8) Velocity Vector Imaging 4444
* Semi Auto-segmentation (eSie4'44
18 Ca Ic)
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Submission Submission Acuson Acuson Imarsie
Feature I Characteristic Device Device 53000 S2000 Imgn

S2000 S3000 K(121138 K(111674 K(112255/
K(121329

*Custom Tissue Imaging / Speed of 44.
Sound

AHP4444
* WIG Q

1 18L6H0 Transducer 4'
6CIHD Transducer4444

8C3H0 Transducer44

Monitor: FPD44444
Output Display Standard (Track 3) 1

Patint ontct MteralsTested to ISO Tested to ISO Tested to ISO Tested to ISO Tested to ISO
PaietCotctMaeias10993-1 10993.1 10993-1 10993-1 10993.1

UL 60601 .1 Certified4444 I

Supersonic
Imagine

Shear Wave Elasticity Imaging Software VTIO Aixploror Comments
Breast, Breast, --

Comparable Exam Types Thyroid Thyroid

9L-4 Multi-D 10L-2, 151-4
Transducer for same Exam Types Linear Array Linear Array f

Low Frame
Rate Real

Operating Mode Single Frame Time Note 1
Cool Down period before live imaging Yes (vaniabie,
resumes -3-6 sec) No Note 1

Low (variable
with FOV

size)
Reference

High Figure 13 in
(variable with Supersonic

Push Pulse beam density FOV size) While Paper Note 1
In both cases, multiple push pulse fotcal zones in
depth are used for the purpose of increasing
radiation force uniformity with depth. "Mach

Yes Cone" is the Supersonic tern, for compound
Multiple Push Pulse Focal Zones "Mach Cone' transmit focusing, similar to Siemens.
Two Dimensional Display with Elasticity
Region of Interest Yes Yes ______________________

Yes -
Predicate not -

Localized Quantitative Shear Wave cleared in the
Velocity measurement Yes U.S.A.
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Supersonic Imagine has implemented the shear
wave velocity scale in the color bar which
indicates relative shear wave speed in the image
and has been cleared in the U.S. Young's
modulus is not cleared. Siemens VTIO is
equivalent to Supersonic except Siemens is
requesting clearance for point measurements in
addition to displaying shear wave velocity on the
color bar When Young's modulus is displayed
(kPa). assumptions are made regarding tissue

Yes - density and viscosity that may not be correct in a
Predicate not wide range of biological tissues and is therefore

Localized Quantitative Young's Modulus cleared in the an indirect measurement. Shear wave velocity is
measurement No U.S.A. Ia direct measurement.
Shear Wave Velocity Display Mode Yes Yes ______________________

The Shear Wave Quality display assists the user
in interpreting possible shear wave velocity
estimate artifacts in the Shear Wave Velocity
image by indicating in a color coded display the
shear wave magnitude and signal to noise ratio
(SNR) of the shear wave form. This display can
reduce the number of false negative indications
with shear wave imaging in lesions with very high

Shear Wave Quality DispIay Mode Yes No shear modulus that attenuate the shear wave,
Shear Wave Travel Time display improves the
dynamic range of the shear wave image in local
regions of high shear wave velocity as illustrated

Shear Wave Travel Time Display Mode Yes No in figures 1 and 2 below
The Shear Wave displacement image provides
information to the user about relative shear wave
amplitudes throughout the shear wave image and
can be useful to correlate regions of high shear
wave attenuation within regions of high shear
modulus to the Shear Wave Quality image. The
Shear Wave Displacement image can also assist

Shear Wave Displacement Display Mode Yes No Iin identifying lesion boundaries.
Siemens approach to visualizing shear wave
characteristics are the Shear Wave Quality. Time
and Displacement maps. The Supersonic shear
wave propagation movie provides information
specific to their implementation of shear wave

Shear Wave Propagation "Movie" (clip) No Yes imaging, as noted in Note 1.
Siemens has chosen a lower velocity cutoff of 0.5
mis to avoid potential artifacts. In in-vivo studies.
shear wave velocities below 0.5 mis have not
been encountered so there is no impact on

Shear Wave Velocity Measurement Range 0.5-10 in/sec 0.1-10 in/sec clinical efficacy.
"See through to B mode" when no shear
wave detected Yes Yes
Color Coded Shear Wave Velocity Display I Yes Yes
Adjustable Maximum and Minimum
Velocity Scale Yes Yes
In Color Code. Red is 'stiff and blue is
.soft Yes Yes
Color map is transparent over B mode
display Yes Yes
Other system features:

B Mde magngYes Yes
Pulse Wave Doppler ImagingYeYs
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Color Flow Doppler Imaging Yes Yes
Spalial Cor ud ai Yes Yes
S eCkle Reduction Image ProcessingYs e

Tissue Harmonic Imaging Yes Yes

Note 1:

There are differences in push pulse sequencing and shearwave detection between the
predicate device (Supersonic Aixplorer) and Siemens VTIO. Siemens uses closely spaced
focused push beams and a large number of closely spaced focused detection beams resulting
in higher signal to noise ratio in shearwave imaging than the predicate device. We attribute this
to several factors, including wide spacing of push beams on the Aixplorer, plane wave detection
of shearwaves over a wide area on the Aixplorer resulting in signal to noise limitations and a
higher frequency transducer (1 5L_4 on Aixplorer vs 9L_4 on VTIQ) that results in higher
shearwave attenuation with the predicate device. Additionally, a reduced push beam
mechanical index is used on the Aixplorer as compared to the constant value of 1 .7 with VTIQ,
which allows pseudo-real time operation on the Aixplorer of approximately 1 frame per second.
The user is required to compound the image at the region of interest over several seconds with
the Aixplorer to allow the image to 'build up" over several frames to improve signal to noise
ratio. VTIQ is a single frame image acquisition that allows higher signal to noise ratio without
image compounding and generates a more consistent shearwave velocity estimation based on
our experience in in-vivo studies. Using VTIOQ and Supersonic Aixplorer in the same lesions on
the same subjects, we have encountered many cases where maximum shearwave velocity with
VTIQ was higher and more completely filled in with shearwave information throughout the lesion
than with the predicate device in biopsy proven breast cancers. In many cases the maximum
velocity on the predicate device fell far below the threshold cutoff of 80 kPa (-5.2 m/s) indicated
in the Supersonic REl study for malignancy as indicated in the 25 example cases submitted
(refer to tab 1.7.5.10 0).

aW aeoiyvs WTm
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Relationship of SW Velocity and SW Travel Time Displays

Wave
source T, T-,

R0tifofth111 bel an, Veloit MOd Tts*nl Tri
Xi , A, 9

v= (x2-x,) I(TL-T,) -T,
High dynamic rage iT,

In shear wave velocity imaging, the rjnel in tave liyme

distance between detection locations ,.nU0I.

(xl. and x2) is constant and the -

sampling rate (pulse repetition
frequency) of detection is also constant. H *g dym ra nge n travel

the inveirse relationship between tm n ~dnt~ifg
velocity and travel lime illustrates that 2 ielct

travel time display has high dynmic---------
range at low velocity white velocity L_____
display has high dynamic range at high 0 1 2 3 4

velocity. Tin Tro . '

Figure 2

7. A brief discussion of nonclinical tests submitted, referenced, or relied on in
the 510(k) for a determination of substantial equivalence.
The devices have been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic and mechanical safety and has
been found to conform with applicable medical device safety standards. The system complies
with the following voluntary standards:

* UL 60601-1, Safety Requirements for Medical Equipment
* lEG 60601-2-37 Diagnostic Ultrasound Safety Standards
* GSA G22.2 No. 601-i, Safety Requirements for Medical Equipment
* AIUM/NEMA UDI3, Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
* AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
* 93/42/EEC Medical Devices Directive
* Safety and EMC Requirements for Medical Equipment

* EN/lEG 60601-1
* EN/lEG 60601-1-1
* EN/lEG 60601-1-2

* lEG 1157 Declaration of Acoustic Power
* ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.

8. A summary discussion of the clinical tests submitted, referenced, or relied on for a
determination of substantial equivalence.
The S2000, S3000 and Aixplorer use the same technology and principles as existing devices,
clinical data is not required.

9. Summary
Intended uses and other key features are consistent with traditional clinical practice and FDA
guidelines. The design and development process of the manufacturer conforms with 21 CFR
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820 Quality System Regulation and ISO 13485:2003 quality system standards. The product is
designed to conform with applicable medical device safety standards and compliance is verified
through independent evaluation with ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance. Therefore it is the opinion
of Siemens Medical that the devices are substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Ser-vice

Food and Drug Administration
10903 New Hampshire Avenue

Siemns edicl SlutinsDocument Control Center - W066-G609
Silver Spring, MD 20993-002

October 11,2013

% Ms Shelly Pearce
Regulatory Affairs
1230 Shorebird Way
MOUNTAIN VIEW CA 94043

Re: K 130881
Trade/Device Name: Acuson S2000 and S3000 Diagnostic Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX, OBJ
Dated: Qctober 3, 2013
Received: October 4. 2Q13

Dear Ms. Pearce:

We have reviewed your Section 5 10(k) prernarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Acuson S2000 and S3000 Diagnostic Ultrasound Systems, as described in your
premarket notification:

Transducer Model Number

CW2 CW5 EC9-4 Curved Array
9L-4 Linear Array 14L-5 Multi-D Array 4P1 Phased Array
6C2 Curved Array 4C1I Curved Array 6CI1-1D Curved Array
4V1I Phased Array 10V4 Phased Array 141,5 SP Linear Array
YCF2 Curved Array 9EVF4 Curved Array V5Ms Multiplane TEE
8V3 Phased Array 4Vlc Phased Array 61-3
EV8C4 8C3HD Curved Array 18L-6 HO Linear Array
V7M TEE AcuNav 8F AcuNav IOF



Page 2-Ms. Pearce

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable. the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 204 1 or (301) 796-7100 or at its Internet address
littp://%"vww.f'da.eov/MedicalI)evices/Restourccsf'OlYOLI/Iids- tr-v/delb.tilt.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://w"w.fda.gov/MedicalDcvices/Saf'ctv/ReportaProblein/defailt.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 orat its itrnetaddress
http://"-%%w.tfda.iov/NiedicaiDevices/ResotircesforYOLI/Indtistrv/de~tlt.tin.

Sincerely yours,

for
Janine M. Morris
Director. Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health

Center for Devices and Radiological Health

Enclosure
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1.3 Indications for Use

A. 510(k) Number (if known): K(130881

Device Name: S2000 and S3000 Diagnostic Ultrasound Systems

Indications for Use:
The S2000 and S3000 ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntraoperative, Pediatric, Small Parts, Transcranial, OBIGYN, Cardiac. Pelvic, Neonatal/Adult
Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal, intraoiperative,
intraoiperative neurological, pediatric, small organ, neonatal cephalic, adult cephalic, cardiac, trans-
esophageal, transrectal, transvaginal, peripheral vessel, musculo-skeletal (conventional), musculo-
skeletal (superficial) and neonatal cardiac) and calculation packages that provide information that provide
information to the clinician that may be used adjunctively with other medical data obtained by a physician
for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to measure Intima
Media Thickness and the option to reference normative tables that have been validated and published in
peer-reviewed studies. The information is intended to provide the physician with an easily understood
tool for communicating with patients regarding state of their cardiovascular system. This feature should
be utilized according to the "ASE Consensus Statement; Use of Carotid Ultrasound to Identify Subclinical
Vascular Disease and Evaluate Cardiovascular Disease Risk: A Consensus Statement from the
American Association of Echocardiography: Carotid Intima-Media Thickness Task Force, Endorsed by the
Society for Vascular Imaging".

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal visualization of
cardiac and great vessel anatomy and physiology, as well as visualization of other devices in the heart of
adult and pediatric patients.

Prescription Use ___X AND/OR Over-The-Counter Use ___

(Part 21CFR 801 ubprtD) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off

Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

51 0(k) K1 30881 Page 1 of 26
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1.3 Indications for Use Forms
Diagnostic Ultrasound Indications for Use Farm

510 (k) Number (if known):

Device Name: ACUSON S2000/S3000 Ultratsound Systems
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _______________

Colo Ampitu e Clorit Cobnd Other
Clinical Application PVCI M IN CWD Voo mpiu e Cloit (cmifyn(pciy

Ophthalmic Dplr Dplr Iaig (pcf

Fetal - P P P P P BMDC Note 2,3.4.5,7.8,10,
_____11.13

Abdominal - r T P' p pp BMOC Note 2.3,4,5,7.8.10,
______________ ____ ______11.13

lntrafoperative - P P p p p p MDC Note 2,3.4.5.7.8.10,
(NoteS9) ___________ __ 11,14

lntraoperative - P P p p p BMDC Note 2.3.4.5.7.8.10.
Neurological ____11, 14

Pediatric - p p p p pp BMDC Note 2.3.4.5.7.8.10,

Small Organ - P P p p pp BMDC Note 2,3A4.5,7,8,l 0,
(Note 1) _______ 11,14,16,18

Neonatal Cephalic .- P P p p p BMDC Note 2.3,4.5,7.8.10

Adult Cephalic r BMDC Note 2,3,4,5,7,8,10

Cardiac P P P BMDC Nt
____ 2,4.5.6.7.8,10.15

Trans-esophageal - P P P P P P BMDC Note 4

Transredtal- P P pp BMDC Note 2,4537,8,10.
_____11.14

Transaginl P P PBMDC Note 2,3.4.5.7.8.10.
Trnsagna 11 PpBD

Transurethral
Intravascular

Peripheral vessel - P P P P P P -BMDC Note2.3,4.5.6.7.8.1 0,
11,14.15

taparoscopic

Musculo-skeletal - P P P P p P BMDC Note 2.34.7,10Conventional I_ 
__ _ BMCC__ 11.14, 18Superficil____ 11,14.1

Other (specify). - p p p p p p BDC Note 34. 10
Neonatal Cardiac

N = new indication; Pc preiously cleared by FDA K 116874. 121138

Note 1 For example: breast, testes, thyroid, penis, prostate. eic. Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-timie 3D imaging Note 6 cadence contrast agent imaging
Nate 7 25W SieScapo panoramic imaging Note 8 Power SicScope panoramic imaging
Note 9 For example: vascular, abdominal Note 10 clanify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 13 STIC
Note 14 eSiem Touch elasticity imaging / FTI Note 15 AHP
Note 16 Custom Tissue Imaging Note 18 VTrIO

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Oft
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

51 0(k) _ Page 2 of _
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: CW2 Probe for use with ACUSON S2000IS0O0
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

AS WD CD Color Amplitude Veolity Combined1  OtherClinical Application 8 M PDCV ope ope mgn Seiy Seiy

Ophthalmic
Fetal __ P ____

Abdominal P
lntraolperative
(Note 9) ________

lntraoiperative
Neurological
Pediatric P ________

Small Organ
(Nate 1)
Neonatal Cephalic __ P ____ ________

Adult Cephalic ____ P ______________

Cardiac P ____ ________ ________

Trans-esophageal
Transrectal
Transvagrnal I
Transurethral
Intravascular
Peripheral vessel P _________

Laparoscopic
Musculo-skeletal
Conventional
Muscu o-s eaetaa

Superficial
Other (specify) __ ________ ____ _____________

N = new indication: P =previously cleared by FDA K# 111674. 121138

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 9 For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off

Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

51 0(k) _ Page 3 otf_

S2000/3000 510(k) Submission Page 3 of 28
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: CW5 Probe for use with ACUSON S200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

Color Amplitude Color Combined Other
A B M WDC ople Dpper Velocit (Specify) (Specify)

Ophthalmic ___gn

Abdominal P
lntraopoerative
(Note 9)
lntraoperative
Neurological
Pediatric P ___ ____

Small Organ
(Note 1)
Neonatal Cephalic P
Adult Cephalic P
Cardiac P
Trans-esophageal
Transrectal
Transvaginal ____

Transurethral
Intravascular
Peripheral vessel ___P ________ _________________

Laparoscopic
Musculo-skeletal
Conventional

Superficial
Other (specify)

N = new indication: P =previously cleared by FDA K# 111674,.121138

Additional Comments:

Note I For example: breast, testes, thyroid, penis, prostate. etc.
Note 9 For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (DIR)

Division Sign-Off

Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health

510(k) _ Page 4 of __
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: ECS-4 Cujrved Array Transducer for use with ACUSON S200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________________

I IColor Amplitude Color Combined Other
ClnclApiain A B M[PWD1 CWD Doppler Doppler Veoiy (Specify) (Specify)

Ophthalmic
Fetal p p p ___ p P BMDC Note 2A34,5.7,1.1 0,11
Abdominal p p p p p BMDC Note 2,3,,6,_7,8,.l0, 11,
lntraoperative
Abdominal
Intreoperative
Neurological
Pediatric
Small Organ p p p P P BMDC Note 2.3.4,5.7,8,10.11,14
(Note 1)
Neonatal Cephalic _ P p p p p BIMDC Note 2,3,,7.1 0
Adult Cephalic ___________

Cardiac ___________

Trans-esophageal
Transrectal p p p P p BMDC Note 2.3,4,5, 6. 7,10,

____ _______11,14

Transvaginal P P P p P BMDC Note 2.3,4,5,7,8.10, 11
T: ransurethral
intravascular
Peripheral vessel
Laparoscopic

-Muacu'uW letai --M__ __________________

Conventional ________

Musculo-skeletal
Superficial
Other (specify) _________ _______________

N = new indication; P previously cleared by FDA K# 111674, 121138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 10 Clarify VE vascular enhancement technology
Note 2 Ensemble tissue harmonic imaging Note 11 Advanced Sieclear spatial compounding
Note 3 SicClear multi-view spatial compounding Note 14 eSieM Touch elasticity imaging I FTI
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging

(PLEASE D0 NOT WRITE BELOW THIS1 LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Oft
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) - Page Sotf__

S2000/3000 510(k) Submission Page 5 of 26



Siemens Medical Solutions, Inc. S2000 and S3000 Virtual Touch 10

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 9L_4 Linear Array Transducer for use with ACUSON S200013000
Intended Use:Ulrsudiaigofliflwaayioftehmnbdasolw:

Mode of Operation ________________

Clinical~~~ Apiain A B M PDCD clr A ltue color Cobie Other
ClnialApliatonP C D olr Amplue Velocity I(Specify) (Specify)

Dope I Imagingj
OphthalmicII

Fetal p p p P P BMDC Note 2,3.4.5.7,8,10, 11
Abdominal
lntraolperative
Abdominal

Inroperative
Neurological
Pediatric P P P P P . MOC Note 2,.,5,7.8,10,.11
Small Organ P P P P p BMDC Note 2,3,4,5.7,8,10, 11,14.
(Note 1) 16. 18
Neonatal Cephalic P P P P P BMDC Note 2,23,4,5.7,8,10, 11
Adult Cephalic - P P P P P ____________

Cardiac P P P p p BMDC Note 15
Trans-esophageal
Transrectal
-Transvaginal
Transurethral
Intravascular

Perihera vesel P P P P r MDC Note 2,3,4.5.6, 7.8. 10. 11,
Perihera vesel P PP P MDC 14.15

Laparoscopic ____ _________

Musculo-skeletal P MC Note 2,3.4.5,6,7,8.10, 11,
turnventiar - L .JPP ___ MC -1-"1
Musculo-skeletal P MC Note 2,3,4,5,6.7,8, 10, 11,
Superficial P MC 14,18
Other (specify) _____________ ____ ____________

N = new indication: P =previously cleared by FDA K# 111674. 121138

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 11 Advanced Sieclear spatial compounding
Note 2 Ensemble tissue harmonic imaging Note 14 eSieM Touch elasticity imaging i FTI
Note 3 SicClear multi-view spatial compounding Note 15 AHP
Note 4 Tissue Equalization Technology Note 16 Custom Tissue Imaging
Note 5 3-Scape real-time 3D imaging Note 16 VTIO
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) - Page 6 of _

S2000/3000 510(k) Submission Page 6 of 26



Siemens Medical Solutions, Inc. 52000 and 53000 Virtual Touch IQ

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L-5 Multi-D Array Transducer for use with ACUSON S2000/3000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

Clinical Application A BCW0 1  Color Amplitude Vet *it Combined I Other
B MP DDoppler Doppler jImain (Specify) J (Specify)

Ophthalmic
Fetal
Abdominal
lntraoperative
Abdominal
lntraoperative
Neurological-
Pediatric
Small Organ P p p P P BMDC Note 1.4.5. 10
(Note 1)11146
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal __

Transrectal
Transvagtnal
Transurethral
Intravascular

Perpheal essl P P PP PBMDC Note 2,3,4,5,6,
Periherl vsselP P P PP - 7.8,10, 11, 14

Laparoscopic I_______I__

Musculo-skeletal P P _ P MC Note 2,3,4.5,1,8,10.
-tonvennonar - 21£ 1__ .B P . 14 ___ ______

Musculo-skeletal
Superficial
Other (specify)

N = new indication; P =previously cleared by FDA K# 111674. 121138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 2 Ensemble issue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarity yE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie ' Touch elasticity imaging I FTI
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

51 0(k) _ Page 7 of _

S2000/3000 510(k) Submission Page 7 of 26



Siemens Medical Solutions, Inc. S2000 and 53000 Virtual Touch 10

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4P1 Phased Array Transducer for use with ACUSON 5200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____________

Clnia Apictin A PDColor IAmplitude Color Combined Other
Cliica Apliaton WD CWD DplrIoper Velocity '(Speciy (Sef)Dplr Dplr Imaging iy Seiy

Ophthalmic
Fetal - P P P P p P BMDC Note 2,3,4,5.7.8,10
Abdominal P P p p p p BMDC Note 2.3,4.5,7.8.10
lntraoperative
Abdominal
lntraoperative
Neurological
Pediatric
Small OrganI
Neonatal CephalicII
Adult Cephalic P P P P P P RMDC Note 2,3,4,5,7,8,10
Cardiac - P P P P P P BMDC Note 2,21.4.5,6.7,8, 10
Trans-esophageal
Transrectal
-Tran s va gin a
Transurethral
Intravascular
Peripheral vessel __

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal

Other (specify) __________

N =new indication: P previously cleared by FDA K# 111674, 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE 00 NOT WRITE 6ELOWTHIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) Page S of __

S2000/3000 510(k) Submission Page 8of 26



Siemens Medical Solutions, Inc. S2000 and S3000 Virtual Touch 10
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 6C2 Cuirved Array Transducer for use with ACUSON S2000t3000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

color IAmplitude Color Combined Other
Clinical Application A B M PWD CWD Dope ope Velocity (seiy (Scf)Dopplr Dopler Imaging (Seiy (pcf)

Ophthalmic
Fetal P P P P p BMDC Note 2,3.4,5,7.8,10.

11
Note 2.3,41,5.7,8.10,

Abdominal p p p P P BMDC 11,114:16
Intraoiperative
Abdominal
lntraoiperative
Neurological

Pediatric P P P p p BMDC Nt ,,,,,,0

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal _________

Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P p p p p SMOC Note 2.3,4,5.7.8.10.

Laparoscopic P1

I '*'osn.n'tionj 7- I I ____ ____ ____ ____ _________ _________

Musculo-skeletal
Superfiia
Other (specify) -____ _____________

N = new indication: P =previously cleared by FDA K#t 111674, 121138

Additional Comments:
Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 30 imaging
Note 7 B&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSic"' Touch elasticity imaging / FTI Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

51 0(k) _ Page 9 of _

S2000/3000 510(k) Submission Page 9of 26



Siemens Medical Solutions, Inc. 62000 and 43000 Virtual Touch I0

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4C1 Curved Array Transducer for use with ACUSON S2000/3000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:I _________ ~~~Mode of Operation ______________________

Clinical Application A B M FW CWVD Color jAmplitude Veloit Combined Other
__________ ADoppler Doppler Imaging (Specify)* (Specify)

OphthalmicI I
FetalP P P P P PBMDC Note 2,3.4.5,7.8,10,

Abdoina P P P P P P MDC Note2 3.4,5,6.7.8.
10. 11. 14,16 1

Intraoperative
Abdominal
lntraolperative
Neurological
Pediatric
Small Organ p p p p p P BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac P P P p p p RMDC _______

Trans-esophageal __________

Transrectal
Transvaginal
Transurethral _________

Intravascular
Peripheral vessel P P P p p p BMDC

-Laparoscopic
Musculo-skeletal

Musculo-skeletal
Superficial _________

Other (specify) _________

N = new indication; P= previously cleared by FDA K# 111674, 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scope real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SicScaipe panoramic imaging
Note 8 Power SicScape panoramic imaging Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSiem Touch elasticity imaging t FTI
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOWIHIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of GDRH, Office of In Vitro Diagnostics and Radiological Healt (01R)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) _ Page 10 of _

S2000/3000 510(k) Submission Page l0 of 26



Siemens Medical Solutions, Inc. S2000 and S3000 Virtual Touch 10

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6C1iHD Ctirved Array Transrhocer for kise with) ACUSON S2000/3000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

A'B'M'PWO I ~~ ~ ~~~ColorAmltd Clo Cmbnd Ohe
Clnia Apliato Coo mpiueWobneOte

Cli ica A p lic tio A M W DD oppler D oppler el ocit (S pecify) J (S pecify)
Ophthalmic

Fetal P p p P p p SMOG Note 2.3.4,5.7,8,10,
__ 11

Abdominal P P P P P P SMOG Nt2214,.7
________10. 11, 14, 16

lntraoperative
Abdominal
lntraloperative
Neurological
Pediatric
Small Organ P P P P P P ____ MDG
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P BMDC
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P SMOG
Laparoscopic
Musculo-skeletal

-Gonvertional------ - ________

Musculo-skeletal
Superficial
Other (specify) _______________

N = new indication: P= previously cleared by FDA K# 111674. 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 8&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSie Touch elasticity imaging?/ FTI
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORM, Office of In Vitro Diagnostics and Radiological Healt (OIR)

Division Sign-Off
Division of Radiological Health.
Office of In Vitro Diagnostics and Radiological Health

510(k) _ Page 11 of _

S2000/3000 510(k) Submission Page 11 of 26



Siemens Medical Solutions, Inc. S2000 and S3000 Virtual Touch IQ

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4V1 Phased Array Transducer for use with ACUSON S200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows: -

Mode of Operation

Clinical Application A B M PWD CW Color IAmplitude Celor Combined Other
______ _____ ___ i IIF ~ i _____ _____ Doppler Doppler Velo Spcic)iSecfy

OphthalmicI I
Fetal P P P P__ pp BMDC Note 2.3.4,5.7.8,10

pboia p p p p BMDC Note 2,3,4,5.7,8,10.
Abdoina 14.16.17

Intraoperative
Abdominal
lntraoperative
Neurological ____________________

Pediatric
Small Organ
Neonatal Cephalic __________ ________

Adult Cephalic
Cardiac
Trans-esophageal __

Tra nsre cta I
Transvaginal
Transurethral ____ _________

Intravascular
Peripheral vessel _________

Laparoscopic
Musculo-skeletal
Conventional

Superficial
Other (specify)

N =new indication: P previously cleared by FDA K# 111674. 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 7 B&W SicScope panoramic imaging Note 8 Power SieScape panoramic imaging
Note 10 Clarify VS vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSie ' Touch elasticity imaging I FTI Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW This LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHK Office of In Vitro Diagnostics and Radiological Health (QIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) - Page 12 of _

S200013000 510(k) Submission Page 12 of26



Siemens Medical Solutions, Inc. S2000 and 53000 Virtual Touch IQ

Ultrasound Division 51 0(k) Submission

Diagnostic Ultrasound Indications for Use Farm

510 (k) Number (if known):

Device Name: 10V4 Phased Array Transducer for use with ACUSON S200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ _________

Cliicl pplcaio B PD WO Color IAmplitude Veloiyr Combined Other
A S M PDCO Doppler JDoppler Imagingy (Specify) (Specify)

Ophthalmic
Fetal - P P P P Pp BMDC Note 2,3,4,5,7,8,10
Abdominal P P P p p p BMDC Note 2,3A,5,7,8,1 0
Intraoiperative
Abdominal
lntraoperative
Neurological
Pediatric P P p p p p BMOC Note 2,3,4,5,7A,10
Small Organ _________

Neonatal Cephalic P P p p P P BMDC Note 2.3,4.5.7,8, 10
Adult Cephalic
Cardiac p p p p p p BMDC Note 3.4
Trans-esophageal __ __ ________

Transrectal
Transvaginal
Transurethral _______________

Intravascular
Peripheral vessel P P P P P P B3MOC Note 2,3,4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional

______________Musculo-skeletal

Superficial
Other (specify)
N = new indication; P =previously cleared by FDA K# 111674. 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) Page 13 of _

S2000/3000 510(k) Submission Page 13 of 26



Siemens Medical Solutions, Inc. 52000 and S3000 Virtual Touch IQ

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L5 SP Linear Array Transdtucer for use with ACUSON S2000/3000
Indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

CiiaAplcation A 'B ' P IC' C color Amplitude C lor Combined~ Other

____________.....a...a i Doppler Doppler Veoiy (Specify) (Specify)
Ophthalmic
Fetal
Abdominal
lntraoperative p p P p p BMDC Note 2,3.4.5,7,8.10
(Note 9) _________

lntraopterative p p P P p BMDC Note 2.3.4.5,7,8,10.
Neurological P__ __ ________ ________ 11

Pediatric
Small Organ P p p P P BMDC Note 2,3,4,5,7,8,10
(Note 1) ___ 11.14. 16
Neonatal Cephalic
Adult Cephalic
Cardiac PF, P P P p BMDC Note 15
T ra nse o p hag ea I
Transirectal
Transvag9inal
Transurethral
Intravascular

Peripheral vessel p p p p p BMADC oe,45.
_______.7,8,10. 11,14.15

Laparoscopic
Musculo-skeletal P MC Note 2.3A45,7,8,1 0,
Conventional _____11,14 ________

Musculo-skeletal
Superficial _________

Other (specify)
N = new indication: P =previously cleared by FDA K# 111674, 121138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 14 eSie' Touch elasticity imaging I FTI
Note 2 Ensemble tissue harmonic imaging Note 15 AHP
Note 3 SicClear multi-view spatial compounding Note 16 Custom Tissue Imaging
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 6&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 9 For example: vascular, abdominal
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

51 0(k) Page 140 ___

S2000/3000 610(k) Submission Page 14 of 26



Siemens Medical Solutions, Inc. S2000 and 83000 Virtual Touch IC

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 7CP2 Curved array mechanical 3D transducer for use with ACUSON S2000/3000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

Clinical Application PWDB Color Amplitude Cloi Combined OtherM 1WDCWD1 Doppler Doppler Veoiy (Specify) (Specify)
Imaging

FetlhthalPmic___
Fetl P P PP PBMDC Note 2.3.4.5.7.8,10,

_____________ _____11,13

Abdoina P P P MDC Note 2,3,.7.810,
Abdomnal p p p BDC i 13

lntraoperative
Abdominal
lntraoperative
Neurological
Pediatric ___ ____ ____ _________

Small Organ _________

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Tra nsre cta I
Transvaginal _________

Transurethral
Intravascular
Peripheral vessel _________

SuperiialComns

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) Page 15 of _

S2000/3000 510(k) Submission Page 15 of 26



Siemens Medical Solutions, Inc. 52000 and S3000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: SEVF4 Curved Array Transducer for Use with ACUSON S2000/3000-

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

A~i p~CW Colr Impitue~ Color ICombined ~ Other
ClnialApliatonIDoppler jDoppler Ielaitg (Specify) (Specify)

Ophthalmic ______ ____ ____ _________

Fetal P P p p p BMADC Note 2,3,4,5,7,8,
___________ ___ ___ _____ ______10,11. 13

Abdominal ____ ____

lntraoperalive
Abdominal
Intraoperative
Neurological __ _______

Pediatric
Small Organ __ ________

Neonatal Cephalic p p p p - BMDG Note 2.3,4.5,7,8,
_____________ ___ ____ ______ ______ 10,11

Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal P P P p p BMDC Note 2.3A45.7.8..
__________1 ___ ________ ___ __ 10.11

Transurethral _________

Intravascular

taparoscapic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) ____ _________

N = new indication: P =previously cleared by FDA K# 111674, 121138

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scope real-time 3D imaging
Note 7 B3&W SicScope panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) - Page 16 of _

S2000/3000 510(k) Submission Page 16 of 26



Siemens Medical Solutions, Inc. S2000 and 53000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):.

Device Name: VSMs Multiplane TEE Transducer for use with ACUSON S2000/3000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____________

ClnialApliatonMIWD CD Color Amplitude Coeor Combined OtherClnca ppiato CD Doppler Doppler a geoity (Seiy (Specify)

Ophthalmic
Fetal
Abdominal ____ ____

lntraoperative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal ___P P p p p p BMDC Note 4
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

IN = new indication: P =previously cleared by FDA K# 111674. 121138

Additional Comments:
Note 4 Tissue Equalization Technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) - Page 17 of _

S200013000 510(k) Submission Page 17 of 26



Siemens Medical Solutions, Inc. S2000 and 53000 Virtual Touch IQ

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 8V3 Phased Array Transducer for use with ACUSON S200013000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

M ode of Operation _____________ __________________________

Clinical Application A SBM PWD CVVD IColor Amplitude Clo Combinedj Other

Optali -=Doppler Doppler Vloaity (Specify) j (Specify)

Fetal - P P p p p p BMDC Note 2,3,4,5,7,8,10
Abdominal
lntraoperative
Abdominal
lntraoperative
Neurological _________

Pediatric p p p, p p P BMDC Note 2.3.4,5.7.8.10
Small Organ
Neonatal Cephalic - P P p p p p SMOG Note 2,3,4,5.7,8.10
Adult Cephalic
Cardiac - p P p p P P SMDC Note 3,4,6
Trans-esophageal __

Transrectal ____ _________

Transvagina! l______________ ______________

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
-MuscUlo-skfeletalr-
Superficial
Other (specify) MC Nt3,6
Neonatal Cardiac pI MG Nt ,,

N = new indication: P =previously cleared by FDA K# 111674.121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) Page 18 of _
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Siemens Medical Solutions, Inc. 52000 and S3000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4Vlc Phased Array Transdtucer for use with ACUSON S20=0)000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Color Amplitudeo Color Cm ine Other
Clinical Application PW BI Dplr Doplue Velocity, (Speciy (Sef)Dopper Dpple Imaging Cmie Seiy
Ophthalmic
Fetal P P P P P P BMWDC Note 2 345 7 810
Abdominal P P P P P P BMADC Note 2 3 45 7 810
lntraoperative P P P P P p BMDC Note 23 4 57 810
Abdominal
lntraoperative P P P P P P BMDC Note 2 34 57 810
Neurological
Pediatric - P P P P P P BMDC Note 2 34 5 78 10
Small Organ
Neonatal Cephalic _________

Adult Cephalic P P P* P P P AMDC Note 2 34 5 7 810
BMDC Note 2 345 7 810

Cardiac P P P P p p 15
Trans-esophageal __

Trarisrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P P 15CNt 345781

Laparoscopic
Musculo-skeletal
Conventional _______________ ____ _________

Musculo-skeletal
Superficial ____ _________

Other (specify) Noe2345781
Neonatal CardiacP P p p PBMC ot247 0

IN = new indication; P =previously cleared by FDA K 111674. 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 15 AHP

(PLEASE DO NOT WIRITE BELOW THIS LINE-cONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of in Vitro Diagnostics and Radiological Health (DIR)

Division Sign-Oft
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) Page i9 of __

S2000/3000 510(k) Submission Page 19 of 26



Siemens Medical Solutions, Inc. 62000 and 63000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):,

Device Name: 6L3 Transducer for use with ACUSON S2000/3000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

Clinical Application B S PWD ICWD Color Amplitude Coeo Combined i Other
I I IDoppler Doppler Veoiy (Spediy Seiy

Ophthalmic i i I ____ Imaging f) (Seiy

Abdohamia
Fetraopl tv p p p p p p BMDC Note 234578 10,

Abdominal 1
Intaopratve P PBMDC Note23457810.

lntraoperative P p p - p P P 11CNt23580
Neurological 11______________________

Pediatric
Small OrganBMDC Note 23 4 57 810.

SmlPra p p p p P P 1

Neonatal Cephalic
Adult Cephalic

Cardia P P P P P PBMDC Note 2 345 7 810
Cardac p p p p p15

Trans-esophageal
Transrectal
Transvaginal
Transurethral _________

Intravascular

Peripheral vessel P p p p p p 1115oe2 578 0

Laparoscopic
Mu~s au~tltt - - - __ - t ttt- i'Suues 3-4. j7p iv.

Conventional p p p p pp11
Musculo-skeletal P BMDC Note 2 34 57 810.

u' p pa p p p 11

N = new indication; P =previously cleared by FDA K4 111674.121138

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence Contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) - Page 200 of_

S2000/3000 510(k) Submission Page 20 of 26



Siemens Medical Solutions, Inc. S2000 and S3000 Virtual Touch IQ

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (kt) Number (if known):

Device Name: EVSC4 Transducer for use with ACUSON S 200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____________

CiiaAplction ~AjB M PW Color Amplitude Coo omie Other

Ophthalmi Doppler jDoppe [al, (Specify) (Specify)

Abdal P P P P p p BMDC Note23457810

lntraoperative
Abdominal _________

lntraoperative
Neurological
Pediatric
Small Organ _________

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal ________

Transvaginal P p p p p P BMDC Note 23 45 67 8
10

Transurethral
Intravascular II
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Mn r a - - - -!M_ _ _

Superficial
Other (specify)

N = new indication: P = previously cleared by FDA K9~ 111674. 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Nate 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scope real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

51 0(k) - Page 21 of
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Siemens Medical Solutions, Inc. 52000 and $3000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Farm

510 (k) Number (if known):

Device Name: OC3HD Curved Array Transducer for use with ACUSON S3000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:I ~ ~~~~~~Mode of Operation ____ ________

Clinical Applicatioln A 'M I W Color Amplitude CoVloit Combined i Other
________B__ L.... 11 C Dope Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal P p p p p MOC Note 2,3.4,5.7.8.10,
P___ 11

AbdoinalP P P PBMDC Note 2,3,4,5,7,8.10.
AbdoinalP p p PBMDC 11, 14. 16

lntraoperative
Abdominal
lntraolperative
Neurological
Pediatric p p ppp BMDC Note 2,3,4.5.7,8.10.

P P 11
Small Organ p p p p p BMDC
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P p p p RMDC Note 2,31,4,5,7,8,10,

11
__________Lap~aro9sconic _ L____ -- -_________

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication: P =previously cleared by FDA K#121 138

Additional Comments:
Note 2 Ensemble tissue harmonic imaging Note 14 eSie l Touch elasticity imaging/ FTI
Note 3 SicClear multi-view spatial Compounding Note 16 Custom Tissue Imaging
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify yE vascular enhancement technology
Note 11 Advanced Sieclear spatial Compounding

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) - Page 22 of _

S2000/3000 510(k) Submission Page 22 of 26



Siemens Medical Solutions, Inc. 52000 and S3000 Virtual Touch IQ

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 181_6 HD Linear Array Transducer for use with ACUSON S200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:.

Mode of Operation ____

IM PWDCWDI Colo mltd Colo~r obnd te
Clinical Application A Blr ApiueVeloct Cobie Ote

I I Doppler Doppler Ia i (Speciy (Seiy

Ophthalmic
Fetal
Abdominal
lntraoperative
Abdominal
lntraoperative
Neurological
Pediatric
Small Organ P p p P P BMDC Noe1,14.5. 10
(Note 1)1,41
Neonatal Cephalic _________

Adult Cephalic
Cardiac - P P P p P BMDC Note 15
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Perihera vesel P PP P MDC Note 2.3,4,5,7.8,10,
Periheravesel P P PP P MDC 11,14.15

onw. - - - _ __

uConvntonseal P P P P p BMDC Note 2,3,4.5.7,8,0
Convenio11l14

Musculo-skeletal P P P P BMDC Note 2,3,4,5,7.8.10,
ASuperficial ___ ____ ____________ 11,14

Other (specify)
N = new indication:. P= previously cleared by FDA KI111674, K1 21138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 16 AHP
Note 2 Ensemble tissue harmonic imaging -Note 16 Custom Tissue Imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie"- Touch elasticity imaging / FTI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Oiagnosiics and Radiological Health

510(k) - Page 23 of _
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Siemens Medical Solutions, Inc. 82000 and S3000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: V7M TEE Transducer for use with ACUSON S200013000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application B Ni PWI) CWND Color Power Color Combined Harmonic
ADoppler (Amplitude) Velocity (Specify) * Iang (Specify)A Doppler Imaging :agn te

Ophthalmic
Fetal
Abdominal - P P P P P p pp Note 4
lnlroperati ve
Abdominal ________________________

Intro pe rative
Neurological
Pediatric P P p p p p P___ pp Note 4
Small Organ
(spec ify)**
Neonatal Cephalic
Adult Cephalic
Cardiac ~ P p p p p p Pp Note 4
Trans-esophageal P P p p p p p p Note 4
Transrecial

Transvaginal
Transurethral
Intravascular
Peripheral Vessel
Laparoscopic
Musculo-skelel
(Conventional) __________

Musculo-skeletal
(Superficial) _____ _____________

Other (specify)

P~previously cleared by the FDA under premarket notifications 4l K11674. 121138

Additional Comments:
*Combinations include: R-'M. B+PWD. B+CWD. B+Color Doppler. B±M+ Color Doppler. B±PWD±Color
Doppler. B+CWD+Color Doppler. B+Power Doppler,

0+M+POWER DOPPLER, B+PWD+POWER DOPPLER, B+CWD+POWER DOPPLER, 04-CLARIFY YE

Note 2 Ensemble tissue harmonic imaging
Note 4 Tissue Equalization Technology
Note 10 Clarify VE vascular enhancement technology

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Oft
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

51 0(k) _ Page 24 of _

S2000/3000 510(k) Submission Page 24 of 26



Siemens Medical Solutions, Inc. S2000 and S3000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: -AcuNav 8F Ultrasound Catheter for use with ACUSON S200013000
Intended Use: Catheter is intended for intra-cardiac and intraluminal visualization of cardiac

and great vessel anatomy and physiology as well as visualization of other
devices in the heart of adult and pediatric patients.

Mode of Operation ____

Clinical Application A B M PWD Civi Color Power Color, Comb ined Other:
Doppler (Amplitude) Velocity (Speci fy) * Harmonic

Doppler Imaging Imaging
Ophialmic
Fetal
Abdominal
lntraoperati.ve
(Vascular)
lntraoperative
(Neurological)
Pediatric P P P P p p p
Small Organ
(Specify)--
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P p p p ___

rrans-esophageal
Transrectal
Transvaginal
Transwethral
Intra-Lurninal p p p p p p p ____

Peripheral Vessel
Laparoscopi c
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (1mwr-Cardiac) _ P P P P1 P P P

P=Previously cleared by the FDA K1 11674, 121138

Additional Comments:
*Combinations include: B3'M, B+PWD. B+CWD, B+Color Doppler, B+M-4- Color
Doppler. B34PWD-IColor Doppler, l+CWD+Color Doppler. B34Powecr Doppler.

B+NI+POWER DOPPLER, B+PWD+POWER DOPPLER, B+CWD+POWER DOPPLER

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) _ Page 25 of _
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Siemens Medical Solutions, Inc. 62000 and S3000 Virtual Touch IQ
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Farm
510 (k) Number (if known):

Device Name: AcuiNav 1IOF Ultrasound Catheter for use with ACUSON S200013000
Intended Use: Catheter is intended for intra-cardiac and intraluminal visualization of cardiac

and great vessel anatomy and physiology as well as visualization of other
devices in the heart of adult and pediatric patients.

Mlode of Operation ____

Clinical Application A B NI PWD CWD Color Pow.er Color Combined Other:
Doppler (Amplitude) Velocity (Specify) * armonic

Dopplr Imgn Imaging
Ophtalmic
Fetal
Abdominal
lntraoperati ve
(Vascular)
lntraoperalive
(Neurological)
Pediatric P P p p p P P ___

Small Organ
(Specif&P*
Neonatal Cephalic
Adult Cephalic
Cardiac P P p p p p p _ _

Trans-esophageal
Transrectal
Transvaginal
Trans ore th ra
Intra-Luminal - P P p p p p p
Peripheral Vessel

Lprcopic- - ___________

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (Innr-Caricw P P pp P P ____

P=Previously cleared by the FDA K1 11674. 121138

Additional Comments:
-Combinations include: B+M, BA-PWD, f+CWD. R+Color Doppler, B34-M+ Color
Doppler. B+PWD+Color Doppler, B+CWDl-Color Doppler. B+Power Doppler.

B+M-I-POWER DOPPLER, B-IPWI)4POWER DOPPI.ER, B+CWD-IPOWER DOPPLER

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health
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